Food and Drug Administration, HHS

may be used as a general surgical anes-
thetic for horses, it is usually given at
a lower dose to cause sedation and hyp-
nosis and may be supplemented with a
local anesthetic. It may also be used in
dogs for the symptomatic treatment of
strychnine poisoning.

(ii) The drug is administered intra-
venously ‘‘to effect””. For general sur-
gical anesthesia, the usual dose is 11 to
13 milligrams per pound of body
weight. For sedation, the usual dose is
approximately 2 milligrams per pound
of body weight. For relieving convul-
sive seizures in dogs, when caused by
strychnine, the injection should be ad-
ministered intravenously ‘‘to effect”.
The drug may be given
intraperitoneally if desired. However,
the results of such injections are less
uniform. When given intraperitoneally,
it is administered at the same dosage
level as for intravenous administra-
tion. The dose must be reduced for ani-
mals showing under-nourishment, tox-
emia, shock and similar conditions.

(iii) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

(b) [Reserved]

[40 FR 13858, Mar. 27, 1975, as amended at 45
FR 83483, Dec. 19, 1980; 52 FR 25212, July 6,
1987; 62 FR 61625, Nov. 19, 1997; 66 FR 23588,
May 9, 2001]

§522.1720 Phenylbutazone injection.

(a) Specifications. The drug contains
100 or 200 milligrams of phenylbutazone

in each milliliter of sterile aqueous so-
lution.

(b) Sponsors. (1) Approval for use of
the 200 milligrams per milliliter drug

in dogs and horses: See sponsor Nos.
000061, 000856, 058829, and 059130, and
061623 in §510.600(c) of this chapter.

(2) Approval for use of the 200 milli-
grams per milliliter drug for use in
horses: See sponsor No. 000010 in
§510.600(c) of this chapter.

(3) Approval for use of the 100 milli-
grams per milliliter drug in dogs and
horses: See sponsor No. 000856 in
§510.600(c) of this chapter.

(c) Conditions of use for dogs. (1) It is
used for the relief of inflammatory
conditions associated with the mus-
culoskeletal system.

(2) It is administered intravenously
at a dosage level of 10 milligrams per

§522.1820

pound of body weight daily in 3 divided
doses, not to exceed 800 milligrams
daily regardless of weight. Limit intra-
venous administration to 2 successive
days. Oral medication may follow.

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

(d) Conditions of use for horses. (1) It is
used for the relief of inflammatory
conditions associated with the mus-
culoskeletal system.

(2) It is administered intravenously
at a dosage level of 1 to 2 grams per
1,000 pounds of body weight daily in 3
divided doses, not to exceed 4 grams
daily. Limit intravenous administra-
tion to not more than 5 successive
days.

(3) Not for use in animals intended
for food.

(4) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[40 FR 13858, Mar. 27, 1975]

EDITORIAL NOTE: For FEDERAL REGISTER Ci-
tations affecting §522.1720, see the List of
CFR Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§522.1820 Pituitary luteinizing hor-
mone for injection.

(a) Specifications. The drug is a
lyophilized pituitary extract. Each 6-
milliliter vial contains an amount
equivalent to 25 milligrams of standard
pituitary luteinizing hormone and is
reconstituted for use by addition of 5
milliliters of 0.9 percent aqueous so-
dium chloride solution.

(b) Sponsor. No. 000061 in §510.600(c) of
this chapter.

(c) Conditions of use. (1) The drug is
an aid in the treatment of breeding dis-
orders related to pituitary
hypofunction in cattle, horses, swine,
sheep, and dogs.

(2) Preferably given by intravenous
injection, it may be administered
subcutaneously; dosage is as follows:
Cattle and horses, 25 mg; swine, 5 mg;
sheep, 2.5 mg, and dogs, 1.0 mg. Treat-
ment may be repeated in 1 to 4 weeks,
or as indicated.
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§522.1850

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[40 FR 13858, Mar. 27, 1975, as amended at 52
FR 7832, Mar. 13, 1987]

§522.1850 Polysulfated
glycosaminoglycan.

(a) Specifications. Each 1-milliliter
ampule of sterile aqueous solution con-
tains 250 milligrams of polysulfated
glycosaminoglycan; each 5-milliliter
ampule or vial contains 500 milligrams.

(b) Sponsor. See No. 010797 in
§510.600(c) of this chapter.

(c) Conditions of use—horses. (1) Indi-
cations for use. Polysulfated
glycosaminoglycan is for the treat-
ment of noninfectious degenerative
and/or traumatic joint dysfunction and
associated lameness of the carpal and
hock joints in horses.—

(2) Amount—(i) Intra-articular use
(carpal): 250 milligrams once a week for
5 weeks. The joint area must be shaved,
cleaned, and sterilized as in a surgical
procedure prior to injection. If the
joint reacts with excessive inflamma-
tion, after intra-articular treatment,
cease therapy.

(ii) Intramuscular use (carpal and
hock): 500 milligrams every 4 days for
28 days. Injection site must be thor-
oughly cleansed prior to injection.

(3) Limitations. Not for use in horses
intended for food. Safe use in breeding
animals has not been established. Fed-
eral law restricts this drug to use by or
on the order of a licensed veterinarian.

(d) Conditions of use—dogs—(1) Indica-
tions for use. For control of signs asso-
ciated with noninfectious degenerative
and/or traumatic arthritis of canine
synovial joints.

(2) Dosage. 2 milligrams per pound of
body weight by intramuscular injec-
tion.

(©) Limitations. Administer
intramuscularly twice weekly for up to
4 weeks (maximum of 8 injections). Do
not exceed recommended dose or regi-
men. Do not mix with other drugs or
solvents. Federal law restricts this
drug to use by or on the order of a li-
censed veterinarian.

[54 FR 53053, Dec. 27, 1989, as amended at 61
FR 54333, Oct. 18, 1996; 62 FR 45158, Aug. 26,
1997]

21 CFR Ch. | (4-1-05 Edition)

§522.1862 Sterile pralidoxime chlo-
ride.
(@) Chemical name. 2-Formyl-1-

methylpyridinium chloride oxime.

(b) Specifications. Sterile pralidoxime
chloride is packaged in vials. Each vial
contains 1 gram of sterile pralidoxime
chloride powder and includes directions
for mixing this gram with 20 cubic cen-
timeters of sterile water for injection
prior to use.

(c) Sponsor. See No.
§510.600(c) of this chapter.

(d) Conditions of use. (1) It is used in
horses, dogs, and cats as an antidote in
the treatment of poisoning due to
those pesticides and chemicals of the
organophosphate class which have
anticholinesterase activity in horses,
dogs, and cats.

(2) It is administered as soon as pos-
sible after exposure to the poison. Be-
fore administration of the sterile
pralidoxime chloride, atropine is ad-
ministered intravenously at a dosage
rate of 0.05 milligram per pound of
body weight, followed by administra-
tion of an additional 0.15 milligram of
atropine per pound of body weight ad-
ministered intramuscularly. Then the
appropriate dosage of sterile
pralidoxime chloride is administered
slowly intravenously. The dosage rate
for sterile pralidoxime chloride when
administered to horses is 2 grams per
horse. When administered to dogs and
cats, it is 25 milligrams per pound of
body weight. For small dogs and cats,
sterile pralidoxime chloride may be ad-
ministered either intraperitoneally or
intramuscularly. A mild degree of
atropinization should be maintained
for at least 48 hours. Following severe
poisoning, a second dose of sterile
pralidoxime chloride may be given
after 1 hour if muscle weakness has not
been relieved.

(3) For use only by or on the order of
a licensed veterinarian.

000856 in

[40 FR 13858, Mar. 27, 1975, as amended at 49
FR 32061, Aug. 10, 1984]

§522.1870 Praziquantel injectable so-
lution.

(a) Specification. Each milliliter con-
tains 56.8 milligrams of praziquantel.

(b) Sponsors. See 000859 and 059130 in
§510.600(c) of this chapter.
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